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(F4 KRKA

KPKA, o. g., Hoee mecTo
YNPABMHHA AKICTHO
CEPTUDIKAT AKOCTI Lvap'olia saora &
8601 Hoso mecto
CnoseHia
Ten.; +3867 3312 111
En. nowra: info@krka.biz

Kog Ne: TH0835

AMnpun®, TabneTku no 5 mr Ne 30

KkpaiHa-eMpoBHMK: CnoseHin

1 TaBneTka MicTUTL 5 Mr paminpuny

nikapckka thopMa: TabneTku

po3Mip i TMN nakyeaHHs: no 10 TabneTok y BnicTepi, no 3 GnicTepy y KapTOHHIR kopobui

Homep cepii: NN1230

Nata supobHuurea: 12.2023 |,El.aTa 3akikyeHHn Tepminy npugatHocti: 12.2026

PeecTpauiiiHe noceig4eHHa Na:
UA - UA/4503/01/03

Haasa i agpeca supoBHUKa, BignosigansHore aa sunyck cepii: | JliLeHsis Ha BUpoBHULITBO Ne:
KPKA a.n., Hoeo mecTo 800-13/2018-6

Wmap’ewka yecrta 6

Hoeo mMecTo, 8501, CnogeHin

Poamip cepil: 9.440 LUT

Lum nigTeepmiyio, WO BUlLgHaABeAeHa iHDOpPMaLia € BOCTOBIpHOIO Ta TouHow. JaHa cepis npooykuii Byna BupoBnexa
(BKINIOHAIYY NAKYBAHHA/MAPKYBaHHA) | MPORILAEA KOHTPOMNb AKOCTI Ha BUWEBKa3aHIA AiNbHNW B NOBHI# BiANOBIAHOCTI i3
BuMoramu GMP, BCTAHOBMEHWMU MICLEBMM perymnaTopHAM OpraHoM, a Takox Yy BianosigHocti go crieumdikauii
peecTpauiviHol  aokymenTalll, 3arsepmxeHal B YkpaiHi Ana  pgocnigkyeaHoro nikapcekoro  sacoby. [poTokonu
BUPOBHULTEA, NakyBaHHS | KOHTPONS SKOCTI NnepesipeHi | BignosidaoTe BuMoram GMP.

Cepis BUNyWeHa v BiAROBIAHOCTI i3 Aiicyo Bepcieto MKA UAI4303/01/03.

NaTta 8UNYCKY HA PHUHOK: Ccoba, signosigansHa aa Bunyck 13 Ha prHOK
YCKY
21.02.2024 Maliaa Weniva
-
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Ranuii ceptudikaT AxocTi Mae eneKTROHHKIE NIANKG. Nata Apyxy cepmvdpikaTy: 03.07.2024
Ceprudiikar cTBOPeHo aBTOMaTUYHO BanigoBaHOK KoM KITEPRO NporpaMa:n SAP. CropiHka; 1/2




CEPTUDIKAT AKOCTI

(T4 KRKN

KPKA, a. a., HoBo MecTo
YMPABNIHHA AKICTHO
Wmap'ewka uecta 6

8501 Hoeo mecTa
CnoeeHin

Ter.. +386 7 3312 111
En. nowra: info@krka.biz

Kop Ne: 7H0835
AmMnpun®, TabneTku no 5 mr N2 30
kpaiHa-snpo6HuK: CnoeeHin
1 TabneTtka MicTuTk 5 Mr paminpuny
nikapcexa chopma: TabnerTku
po3Mip i Tun nakysaxHs: no 10 TabneTtok y Gnictepi, no 3 HnicTepu y KapTOHHIN KOPObUi
Homep cepii: NN1230
[ara Bupobhuirea: 12.2023 |,El,aTa 3akiHJeHHs TepMiy npuaatHocTi: 12.2026
Ha3ssa nokaaHwkis Creywndikatyis Pesynstatn sunpobyBaHs Mp.*
Onue OpankHi, tnocki TabneTts 6e3 06ONOHKK POXEBOro Bianoeipae -
KONBORY
CpHCRiaHICTL 4030BAHUX 3HaqeHHA NPWAMAAEHCIO YKCcna (AV) cknagae He 4.0 -
OAMHWLb — OAHOPIAHICTE Binbwe 15,0
BMICTy paMinpuny
lgeHTudikalin paminpuny — Yac yTpyMysaHHA Niky paMinpuny Ha xpoMaTorpami Bignosigae -
BEPX poavrHy 3pazka {3aS) Mae signosifaT Hacy
YTRPUMYBaHHA MKy PAMINPUNY Ha XpomaTorpami
pO3aYKHHyY cTanaapTy (S8)
CynyTHi gomilukk — Aomiwka A | He Binswe 0,5 % <= 0,05 -
CynyThi gomiuky — Aomiwka B | He Binswe 0,5 % <= 0,05 -
CynyrH! Aomiwkk — fomiika | He Ginewe 0,5 % <01 -
C
CynyTHi gomitkv — goMiwka | He Ginewe 0,6 % 0.2 -
D
CynyTHi Jomilky — gomiwka E [ He Ginbwe 0,5 % < 0,1 -
CynyTHi QoMiLIKK — He binswe 0,1 % <= 0,05 -
Heigextudpikopadi qomiwky
CynyTHi Aomiwkn — 3arankHa | He Ginkwe 1,0 % 0.2 -
KiNbKICTL
KinbkicHud BMicT paminpuny | 95 - 105 % 8ig 3a3HaveR0ol KinbKocTi 103 -
PO34YMREHHR paMINpUNY He menwe 75 % (Q) Bia 3azHaveHol KiNeKOCTi 100 -102 -
npoTsrom 20 xeunnH
MikpoBionorivuHa sAkicTs — He Ginblwe 1000 KYO s 11 <10 *1
3aransHa kinekicTh aepobHWX
mikpoopranismis {TAMC)
MikpoGionoriuHa AxicTs — He Ginbwe 100 K¥O B8 11 <10 "1
3aranbHa KinekicTs
APDOKOBUX TS NNICEHEBUX
rpubie (TYMC}
MikpoGionorivHa aKicTb - BigeytHiB 11 Bignosinae “1
Escherichia coll

[p.* = MNpuniTka

*1 munpobSyBaKHA NPOBOANTLCS BIANOBIAHO 00 Nporpamy {onucaxa s MKH)

DaHni cepTihhikaT SKOCTI MAE enakTPOHHMA Nignuc,

CepTudikaT CTROPEHO a8TOMATUUHO BaNiJ0BaHOK KOMN'IOTEPHOIC Nporpamole SAP.

Hata aApyky cepTudpikaTy: 03.07.2024
CropiHka: 2/2




